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57 ABSTRACT 

The invention features a catheter having a Stylet that 
increases columnar Strength and axial force transmission 
(“pushability”) of the catheter shaft. This aspect of the 
invention features the Stylet eXtending distally beyond an 
exit port which is used in rapid catheter eXchange and being 
embedded in the catheter shaft, there being a StreSS 
transferring relationship between the exterior of the Stylet 
and the Substance defining the Shaft at least in the vicinity of 
the exit port, the stylet with the embedded relationship 
increasing the columnar Strength of the shaft in the region of 
the port and increasing the pushability of the catheter. 

16 Claims, 2 Drawing Sheets 
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DLATATION CATHETER 

This is a continuation of application Ser. No. 08/519,626 
filed Aug. 25, 1995 now U.S. Pat. No. 5,607,394 which is a 
continuation of Ser. No. 08/133,528, filed Oct. 7, 1993 now 
abandoned. 

BACKGROUND 

This invention relates to dilatation catheters Suitable for 
percutaneous transluminal coronary angioplasty (PTCA). 

During a PTCA procedure, it is often necessary to 
eXchange one dilation catheter for another. In doing So, 
eXchange wires with lengths of up to 300 cm have been used, 
typically requiring the cooperation of two operators to 
manipulate. 
To overcome certain difficulties associated with using 

long eXchange wires, rapid exchange catheters have been 
developed. A rapid exchange catheter generally has a short 
guidewire-receiving sleeve or inner lumen extending 
through the distal Segment of the catheter. This structure 
allows for the rapid exchange of the catheter. 

SUMMARY 

In one aspect, the invention features a catheter having a 
Stylet that increases columnar Strength and axial force trans 
mission (“pushability”) of the catheter shaft. This aspect 
concerns a dilatation catheter construction comprising a 
catheter Shaft sized and constructed to enter the body of a 
patient via a puncture, to pass through the arterial System, 
and to enter a coronary artery, a dilatation balloon disposed 
on a distal portion of the catheter Shaft, the catheter shaft 
being constructed to enable inflation and deflation of the 
balloon, a stylet extending longitudinally from a proximal 
region of the catheter Shaft to a distal region of Said catheter 
shaft, and a guidewire passage extending from the distal end 
of the catheter shaft to an exit port in the wall of the shaft, 
the exit port being located proximal of the balloon and 
substantially distal of the proximal end of the catheter shaft 
to facilitate rapid catheter eXchange. This aspect of the 
invention features the Stylet eXtending distally beyond the 
exit port and being embedded in the catheter Shaft, there 
being a stress-transferring relationship between the exterior 
of the Stylet and the Substance defining the shaft at least in 
the vicinity of the exit port, the stylet with the embedded 
relationship increasing the columnar Strength of the shaft in 
the region of the port and increasing the pushability of the 
catheter. 

The location at which the stylet is embedded in the 
catheter Shaft preferably includes a region in the vicinity of 
the exit port immediately adjacent to and distal of the exit 
port. A proximal end of the stylet is preferably embedded in 
a hub member comprising a proximal portion of the catheter. 
The distal end of the stylet preferably terminates in the 
vicinity of the proximal end of the balloon, and the distal end 
of the stylet is preferably embedded in the catheter shaft. The 
Stylet preferably has a tapered outer diameter characterized 
in that the proximal Section of the Stylet has a larger outer 
diameter than the distal Section of the Stylet. 

Another aspect of the invention features a PTCA catheter 
having a single lumen in a proximal portion which has a 
multi-lumen distal portion that provides a desirably large 
croSS-Sectional area for inflation and deflation of a dilatation 
balloon mounted on a distal Segment of the catheter shaft 
which achieves a rapid catheter eXchange capability. This 
aspect of the invention likewise concerns a dilatation cath 
eter construction comprising a catheter Shaft constructed to 
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2 
enable inflation and deflation of a dilatation balloon which 
mounted on a distal Segment of the shaft and having a 
proximal Segment which has a lumen extending longitudi 
nally therethrough. In this aspect the distal Segment defines, 
in the region following the proximal segment: (a) a 
guidewire passage extending from the distal end of the 
catheter Shaft to an exit port in the wall of the distal Segment 
of the shaft, the exit port being located proximal of the 
balloon and distal of the proximal Segment of the catheter 
shaft to facilitate rapid catheter exchange; (b) a first lumen 
coupling with the lumen of the proximal Segment at the 
juncture of the proximal and distal Segments, the first lumen 
having an elongated member extending therethrough; and 
(c) a second lumen coupling with the lumen of the first 
proximal Segment at the juncture of the proximal and distal 
Segments, the Second lumen being constructed for carrying 
fluid between the proximal end of the catheter shaft and the 
balloon, the Second lumen having a cross-sectional area 
sized for rapid inflation or deflation of the balloon. 
A particularly important advantage of the invention is that 

it combines the advantages of rapid catheter eXchange with 
the increased pushability associated with an embedded 
Stylet, while providing maximum cross-sectional area for 
inflation and deflation of the dilatation balloon, thereby 
reducing the times required to inflate and deflate the balloon. 
It is highly advantageous, during an angioplasty procedure, 
to be able to rapidly inflate and deflate the balloon, so that 
a patient's blood flow can be returned to normal as quickly 
as possible. Because of the high inflation pressures that can 
be applied by the Syringe, rapid inflation times can be 
achieved even when inflating through a relatively Small 
diameter lumen. However, atmospheric pressure is the high 
est pressure available for deflation. To achieve a more rapid 
deflation time, a larger diameter deflation lumen must be 
used. By employing a transition from a single lumen extru 
Sion in the proximal Segment of the catheter Shaft, to a 
multi-lumen extrusion in a distal Segment of the shaft, the 
invention maximizes the diameter of the inflation/deflation 
lumen, while accommodating the guidewire lumen and the 
lumen for the stylet. 

Embodiments of the invention include the following 
features. The distance between the exit port and the proximal 
end of the balloon is preferably less than 36 cm. The juncture 
of the proximal and distal Segments of the catheter Shaft is 
preferably in the vicinity of the exit port. The elongated 
member is preferably a stylet. 

Other advantages and features will becomes apparent 
from the following description and from the claims. 

DESCRIPTION 

FIG. 1 is a side view of a dilatation catheter in accordance 
with the invention. 

FIG. 2 is a side view of a stylet for use with the dilatation 
catheter of FIG. 1. 

FIG. 3 is a cross-sectional view of the dilatation catheter 
of FIG. 1 taken along line 3-3. 

FIG. 4 is an enlarged Side view, in partial cross-section, of 
a portion of the shaft of the dilatation catheter of FIG. 1 in 
the region of transition from a single-lumen Segment to a 
triple-lumen Segment. 

FIG. 5 is a cross-sectional side view of the dilatation 
catheter of FIG. 1 taken along line 5-5. 

FIG. 6 is a cross-sectional view of the dilatation catheter 
of FIG. 1 taken along line 6-6. 

Referring to FIG. 1, dilatation catheter 10 has a captured 
Stylet 12 extending from a hub 14, through a 1.1 meter long, 
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proximal, Single-lumen Segment 16 of a 2.9 French catheter 
shaft 18, to the distal end 20 of a 20 cm long three-lumen 
distal segment 22 of shaft 18. The proximal end 24 of stylet 
12 is embedded in the hub, while the distal end 26 of the 
stylet is embedded inside a lumen 28 of segment 22 of shaft 
18. 

The stylet is tapered, as shown in FIG. 2, and is preferably 
made from metal or metal alloy (e.g., Stainless Steel or 
Nitinol). The stylet has an overall length of about 1.35 m. In 
segment 16 of shaft 18 the stylet has an outer diameter 30 of 
0.445 mm, while in segment 22 of the shaft the stylet has an 
outer diameter 32 of 0.20 mm. 

A flexible, relatively inelastic balloon 34 is preferably 
blow-molded from a two layer tubing comprising Selar and 
PET (polyethylene terapthalate), as described in U.S. Pat. 
No. 5,195,969 issued to Wang et al. on Mar. 23, 1993 and in 
U.S. Ser. No. 07/943,977 filed by Sahatian on Sep. 11, 
1993, which are assigned to the assignee of the present 
application, the entire disclosures of which are herein incor 
porated by reference. The balloon is mounted on the balloon 
segment 36 of the catheter shaft by bonding the proximal 
and distal sleeves 40 and 38, respectively, of the balloon to 
the outside wall of the shaft. In one embodiment, the balloon 
has a profile of about 3 cm and a length of about 2.7 cm. 

Referring to FIG. 3, proximal segment 16 of shaft 18 has 
a single lumen 42 extending therethrough. The Space 
between the inside wall of segment 16 of the shaft and the 
outside Surface of the Stylet is used for communicating 
inflation fluid (e.g., radiopaque liquid) between the hub 14 
and a lumen 44 of Segment 22 of the catheter shaft. 
As shown in FIG. 4, there is a 5 mm transition region 46 

between the Single-lumen and triple-lumen Segments of the 
shaft. During fabrication of the catheter shaft 18, the distal 
end of a Single-lumen polyethylene tubing extrusion and the 
proximal end of a three-lumen polyethylene tubing extrusion 
are melted together inside a mold. Mandrels are inserted into 
the lumens of the tubes to maintain their shape during the 
melting procedure. The tubes melt and cause the polyester 
material forming the wall of lumen 28 to surround the distal 
end of stylet 12, thereby embedding the stylet in the distal 
portion 48 of segment 22. Because the stylet is embedded in 
the hub 14 and in the distal segment 22 of shaft 18, axial 
force can be directly transmitted along the stylet 12 from the 
hub to the distal segment. The distal end of segment 22 of 
the catheter shaft is similarly molded together with another 
extruded tubing which has a lumen 50 axially aligned with 
lumen 52 of segment 22 (FIG. 5). 

The catheter shaft 18 has an exit port 54 disposed through 
the wall of the shaft and into lumen 50 of balloon segment 
36, as shown in FIG. 4, for slidably receiving a guidewire in 
rapid catheter eXchange PTCA procedures. The exit port is 
preferably a slightly oval opening of about 3 mm long and 
0.5 mm wide, arranged at an angle 56 of about 20 to 60 
degrees with respect to the longitudinal axis of the catheter 
shaft. The exit port 54 is disposed proximally of the proxi 
mal sleeve 40 of the balloon a distance of about 15 cm to 
about 35 cm. Lumen 50 may thus be utilized in its entire 
length, from the exit port to its distal end in a rapid catheter 
eXchange procedure with a guidewire extending through 
lumen 50 and out the exit port 54. 

In a PTCA procedure, a guidewire is advanced through a 
guiding catheter, into a coronary artery of a patient, and 
across a lesion to be dilated. The proximal end of the 
guidewire is inserted into the distal end of lumen 50 of the 
catheter shaft 18 and out through the exit port 54. The 
guidewire extends parallel to and external of the catheter 
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4 
shaft proximal of the exit port. The catheter is advanced over 
the guidewire to the coronary artery until the balloon is 
properly positioned acroSS the lesion, at which point the 
balloon is inflated to a predetermined size with inflation fluid 
to dilate the Stenosed region. The balloon is then deflated so 
that the dilatation catheter can be removed. 

In such a PTCA procedure the guide wire may have a 
bend in the vicinity of the exit port near the transition region 
46. The frictional forces resisting the motion of the catheter 
over the guidewire are increased in the area of the bend in 
the guide wire. Conventional catheters are typically made 
from nylon materials which are stiffer than polyethylene. 
However, polyethylene is more lubricous than nylon and 
thus provides less resistance to the motion of the guidewire 
through it. 

Because Stylet 12 extends longitudinally from the proxi 
mal end of the catheter Shaft past the exit port, and is 
embedded in the catheter shaft in the vicinity of the exit port 
54 in region 46 (FIG. 4), the catheter shaft has a high 
columnar strength (which e.g., reduces buckling), and there 
is good axial force transmission (“pushability”) between the 
proximal end of the shaft and the region of increased 
resistance near the bend in the guidewire. Thus, the inven 
tion provides the advantage of increased axial force trans 
mission between the proximal end of the catheter and the 
point of highest frictional resistance the advancement of the 
catheter. 

There are also situations in which the catheter must be 
advanced over a guidewire through a Sufficiently tight 
Stenosis that the region of greatest resistance to the advance 
ment of the catheter is at the distal Segment of the catheter. 
Because the stylet is embedded at the proximal sleeve 40 of 
the balloon 34, there is good pushability of the catheter up 
to the proximal end of the balloon. In a preferred embodi 
ment the Stylet does not extend beyond the proximal end of 
the balloon. This allows the balloon to achieve a minimal 
profile facilitating negotiation of the catheter through tight 
Stenoses, and enabling the balloon Segment 36 of the cath 
eter to have good flexibility. 
The proximal end of the hub 14 has threads 58 for 

coupling the dilatation catheter to a Source of inflation fluid 
(e.g., a hand-held Syringe). Lumen 42 of Segment 16 and 
lumen 44 of segment 22 may be used to deliver the inflation 
fluid between the hub and balloon 34. A conventional 
Syringe may inflate the balloon to a predetermined size with 
inflation fluid at relatively high pressures (e.g., 4-12 
atmospheres) to dilate a stenosed region of a diseased artery. 
The Syringe may deflate the balloon by creating a Subam 
bient pressure in lumens 42 and 48. The pressure inside the 
artery (i.e., about one atmosphere) causes the fluid to evacu 
ate the balloon. 

Because of the transition from a single lumen extrusion in 
the proximal Segment 16 of the catheter Shaft to a multi 
lumen extrusion in Segment 22 of the Shaft, the diameter of 
lumen 44 is maximized, while accommodating the 
guidewire lumen and the lumen for the stylet. This is due to 
the fact that in other design Schemes (e.g., Schemes in which 
the guide wire lumen and the inflation lumen are defined by 
coaxial tubes) the wall thickness required to define the inner 
lumen takes up cross-sectional area. 
A gold radio opaque marker band 60 is disposed about the 

catheter shaft 18, at the midpoint of the balloon 34. A marker 
band 62 is disposed about the catheter shaft about 2 mm 
proximal to the exit port to indicate the location of the exit 
port to an operator. In addition, exit markers 64 and 66 are 
Similarly disposed about the catheter Shaft to indicate the 
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position of the balloon of the dilatation catheter 10 with 
respect to the distal end of a guiding catheter during a PTCA 
procedure. In a PTCA procedure in which access to a 
patient's arterial System is achieved through the femoral 
artery, when the dilation catheter is advanced through a 
guiding catheter and the marker 64 is immediately adjacent 
the proximal end of the guiding catheter, which is about 1.05 
m proximal of the balloon, the balloon will have just exited 
the distal end of the guiding catheter. Marker 66 is used 
Similarly, except for the case in which access to a patient's 
vasculature is achieved through the arm. 

Other embodiments are within the scope of the following 
claims: 

We claim: 
1. A PTCA dilatation catheter comprising: 
a catheter Shaft sized and constructed to enter a coronary 

artery, Said catheter shaft having a distal portion, a 
distal end, and a proximal end, 

a dilatation balloon having a proximal sleeve, a proximal 
end and a distal end disposed on Said distal portion of 
the catheter Shaft, Said catheter shaft being constructed 
to enable inflation and deflation of said balloon, 

a guidewire passage extending from the distal end of Said 
catheter shaft to an exit port in the catheter Shaft, 
wherein the exit port is in the wall of the distal portion 
of the catheter, 

a stylet having a proximal and a distal end, Said Stylet 
extending from Substantially the proximal end of the 
catheter Shaft, to a location distal the exit port, Said 
location being at the proximal sleeve of the dilation 
balloon, wherein the distal stylet end of the stylet is 
embedded in the catheter shaft. 

2. The catheter of claim 1 wherein the proximal end of 
Said Stylet is embedded in the proximal end of Said catheter 
shaft. 

3. The catheter of claim 2 wherein said proximal end of 
the catheter shaft comprises a hub member, and the proximal 
end of said stylet is embedded in the hub member. 

4. The catheter of claim 1 wherein said stylet is embedded 
in Said catheter shaft immediately adjacent to and distal of 
Said exit port. 

5. The catheter of claim 1 wherein the proximal end of 
Said stylet is embedded near the proximal end of Said 
catheter Shaft. 

6. The catheter of claim 1 wherein said stylet has a 
proximal Section, a distal Section, and a tapered outer 
diameter characterized in that the proximal Section of Said 
Stylet has a larger outer diameter than the distal Section of 
Said Stylet. 

7. The catheter of claim 1 wherein said catheter shaft is 
formed from a proximal Single-lumen tube having a distal 
end and a distal tube having at least three lumens and a 
proximal end attached to the distal end of Said proximal 
Single-lumen tube. 
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8. APTCA dilatation catheter comprising 
a catheter Shaft sized and constructed to enter a coronary 

artery, Said catheter Shaft having a distal Segment, a 
distal end, a proximal Segment and a proximal end, 

wherein Said proximal Segment comprises a first lumen 
extending Substantially the length of the proximal 
Segment, and Said distal Segment comprises Second, 
third and fourth lumens whose cross-sectional areas do 
not overlap extending therethrough, and 

a dilatation balloon having a distal and a proximal end, 
Said balloon mounted on Said distal Segment of Said 
catheter Shaft, Said catheter Shaft constructed to enable 
inflation and deflation of said balloon, and 

Said distal Segment defining: 
(a) a guidewire passage comprising the Second lumen 

extending from the distal end of Said catheter shaft to 
an exit port in the wall of Said distal Segment of Said 
shaft, Said exit port being located proximal of Said 
balloon and distal of Said proximal Segment of Said 
catheter Shaft, 

(b) the third lumen coupling with said first lumen of 
Said proximal Segment Said third lumen having an 
elongated member extending from a location proxi 
mal the exit port to a Second location proximal the 
balloon, and 

(c) the fourth lumen coupling with said first lumen of 
Said first proximal Segment Said fourth lumen being 
capable of carrying fluid to Said balloon, Said fourth 
lumen having a croSS-Sectional area sized for rapid 
inflation or deflation of Said balloon. 

9. The catheter of claim 8 wherein said elongated member 
is a stylet. 

10. The catheter of claim 9 wherein said stylet is embed 
ded in the distal segment of the catheter shaft. 

11. The catheter of claim 10 wherein said stylet is 
embedded in said catheter shaft in the vicinity of said exit 
port. 

12. The catheter of claim 11 wherein the proximal end of 
the catheter comprises a hub member, the Stylet has a 
proximal end, and Said proximal end of Said Stylet is 
embedded in the hub member. 

13. The catheter of claim 9 wherein said stylet is embed 
ded in Said catheter shaft distal of Said exit port. 

14. The catheter of claim 9 wherein the stylet has a distal 
end and a proximal end, and the distal end of Said Stylet 
terminates near the proximal end of Said balloon, the distal 
end of Said Stylet is embedded in Said distal Segment of Said 
catheter Shaft, and the proximal end of Said Stylet is embed 
ded near the proximal end of Said catheter shaft. 

15. The catheter of claim 8 wherein the distance between 
Said exit port and the proximal end of Said balloon is leSS 
than 36 cm. 

16. The catheter of claim 8 wherein a juncture of said 
proximal and distal Segments of Said catheter Shaft is in the 
vicinity of Said exit port. 
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